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DETAILED ACTION 

This Office Action is in response to tine Amendment filed on April 09, 2008. The 
Restriction Requirement mailed August 21, 2008 has been withdrawn. All previous 
rejections have been withdrawn unless stated below. 

The text of those sections of Title 35, U.S. Code not included in this action can 
be found in a prior Office Action. 

This Action is made Non-Final . 

Claim Objections 

Claims 3 and 4 are objected to because of the following informalities 
acronyms PEG and PLGA are not defined before the first use in the claims, 
correction is required. 

Specification 

The use of the trademark, i.e. LIPIODOL® (p. 16, line 18), has been noted in this 
application. It should be capitalized wherever it appears and be accompanied by the 
generic terminology. 

Although the use of trademarks is permissible in patent applications, the 
proprietary nature of the marks should be respected and every effort made to prevent 
their use in any manner which might adversely affect their validity as trademarks. 



: the 

Appropriate 



Application/Control Number: 10/748,192 Page 3 

Art Unit: 1612 

Claim Rejections - 35 USC § 103 - New Rejection 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the phor art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary sl^ill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1 , 148 

USPQ 459 (1966), that are applied for establishing a background for determining 

obviousness under 35 U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating 
obviousness or nonobviousness. 

This application currently names joint inventors. In considering patentability of 

the claims under 35 U.S.C. 103(a), the examiner presumes that the subject matter of 

the various claims was commonly owned at the time any inventions covered therein 

were made absent any evidence to the contrary. Applicant is advised of the obligation 

under 37 CFR 1 .56 to point out the inventor and invention dates of each claim that was 

not commonly owned at the time a later invention was made in order for the examiner to 

consider the applicability of 35 U.S.C. 103(c) and potential 35 U.S.C. 102(e), (f) or (g) 

prior art under 35 U.S.C. 103(a). 



Application/Control Number: 10/748,192 Page 4 

Art Unit: 1612 

Claims 1-14 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Sawhney (US Patent No. 6,632,457) and further in view of Jeong et al. 
(Macromolecules, Vol. 33, 2000, pp. 8317-8322). 

Sawhney discloses composition and methods for control release of therapeutic 
species through hydrogels (Abstract). Sawhey discloses the oil phase entraps the drug 
(column 8, lines 16). Sawhey further discloses proteins and polypeptides, which may 
be denatured by contact with water, are suspended within an oil phase to form a 
dispersion (column 13, lines 22-31). Sawhey discloses the dispersion may be 
emulsified within a macromer solution to form an oil-in-water emulsion (column 13, lines 
26-28). Sawhey also discloses acceptable oils may be castor oil and fatty acid wax 
(column 8, line 12-13 and column 13, line 39). Sawhey discloses routes of 
administration of hydro-gel based drug delivery systems include injection, i.e. intra- 
muscular (column 8, lines 30-34). 

Sawhney does not disclose a delivery system wherein the polymer is selected 
from the group consisting of PEG-PLGA-PEG, PLGA-PEG-PLGA, PEG-PLGA and 
Poloxamer 407. 

Jeong et al. disclose thermogelling biodegradable polymers. Jeong et al. 
disclose in situ gelation is the basis of injectable systems that eliminate the need for 
surgical procedures and offers the advantage of the ability to form any desired implant 
shape (p. 8317, column 1, lines 3-7). Jeong et al. disclose to perform an ideal injection 
system; the aqueous solution of a polymer should exhibit low viscosity at formulation 
conditions and gel quickly at physiological conditions (p. 8317, column 1, Iines14-17). 
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Jeong et al. disclose the Poloxamer 407, PEG-PLGA-PEG, and PLGA-g-PEG (p. 8317, 
column 1). Jeong et al. disclose in Figure 6, wherein the polymers are in aqueous 
phase at about 27°C and in a gel phase above 30°C (p. 8320). 

It would have been obvious to use the thermogelling biodegradable polymers in 
the composition of Sawhey motivated by the desire to form a system that eliminates the 
need for surgical procedures and offers the advantage of the ability to form any desired 
implant shape as disclosed by Jeong et al. 

Conclusion 

No claim is allowed. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to NANNETTE HOLLOMAN whose telephone number is 
(571) 270-5231 . The examiner can normally be reached on Mon-Fri 800am-500pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Frederick Krass can be reached on 571-272-0580. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

/N. H./ 

Examiner, Art Unit 1612 

/Frederick Kress/ 

Supervisory Patent Examiner, Art Unit 1612 



